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THE REPLY FILED Jul 1, 2002 FAILS TO PLACE THIS APPLICATION IN CONDITION FOR ALLOWANCE. 
Therefore, further action by the applicant is required to avoid the abandonment of this application. A proper reply to a final 
rejection under 37 CFR 1.113 may only be either; (1) a timely filed amendment which places the application in condition for 
allowance; (2) a timely filed Notice of Appeal (with appeal fee); or (3) a timely filed Request for Continued Examination 
(RCE) in compliance with 37 CFR 1.114. 

THE PERIOD FOR REPLY [check only a) or b)] 

a) The period for reply expires months from the mailing date of the final rejection. 

b) The period for reply expires on: (1 ) the mailing date of this Advisory Action, or (2) the date set forth in the final rejection, whichever 
is later. In no event, however, will the statutory period for reply expire later than SIX MONTHS from the mailing date of the 

final rejection. ONLY CHECK THIS BOX WHEN THE FIRST REPLY WAS FILED WITHIN TWO MONTHS OF THE FINAL REJECTION. 
See MPEP 706.07(f). 

Extensions of time may be obtained under 37 CFR 1 .1 36(a). The date on which the petition under 37 CFR 1 .1 36(a) and the appropriate 
extension fee have been filed is the date for purposes of determining the period of extension and the corresponding amount of the fee. The 
appropriate extension fee under 37 CFR 1 .1 7(a) is calculated from: (1 ) the expiration date of the shortened statutory period for reply originally 
set in the final Office action; or (2) as set forth in (b) above, if checked. Any reply received by the Office later than three months after the 
mailing date of the final rejection, even if timely filed, may reduce any earned patent term adjustment. See 37 CFR 1 .704(b). 

1 . X A Notice of Appeal was filed on Jul 1, 2002 Appellant's Brief must be filed within the period set forth in 

37 CFR 1 . 1 92(a), or any extension thereof (37 CFR 1.191 (d)), to avoid dismissal of the appeal. 

2. X The proposed amendment(s) will not be entered because: 

(a) X they raise new issues that would require further consideration and/or search (see NOTE below); 

(b) X they raise the issue of new matter (see NOTE below); 

(c) X they are not deemed to place the application in better form for appeal by materially reducing or simplifying the 

issues for appeal; and/or 

(d) X they present additional claims without canceling a corresponding number of finally rejected claims. 

NOTE: SEE ATTACHMENT 



3. - Applicant's reply has overcome the following rejection(s): 



4. Newly proposed or amended claim(s) would be allowable if submitted in 

a separate, timely filed amendment canceling the non-allowable claim(s). 

5. X The a) affidavit, b) exhibit, or c) X request for reconsideration has been considered but does NOT place the 

application in condition for allowance because: 

SEE ATTACHMENT 

6. The affidavit or exhibit will NOT be considered because it is not directed SOLELY to issues which were newly raised 
by the Examiner in the final rejection. 

7. X For purposes of Appeal, the proposed amendment(s) a)X will not be entered or b) will be entered and an 

explanation of how the new or amended claims would be rejected is provided below or appended. 

The status of the claim(s) is (or will be) as follows: 

Claim(s) allowed: NONE 

Claim(s) objected to: NONE ^ 

Claim(s) rejected: 

Claim(s) withdrawn from consideration: 



8. The proposed drawing correction filed on is a) approved or b) disapproved by the Examiner. 

9. Note the attached Information Disclosure Statement(s) (PTO-1449) Paper No(s). ________ • 

in Oth IRENE MARX 

U ' Ut er ' PRIMARY EXAMINER 

ART UNIT 1651 
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Note: 

The proposed amendment raises new issues that would require further consideration 
and/or search with respect to the addition of "intestinal colonization of in claims 2-4 and the 
addition of claims 5-10 directed to oral administration and the length of administration of "at lest 
about 10 days", including new issues under 35 U.S.C § 1 12. 

Applicant's arguments have been fully considered but they are not deemed to be 
persuasive, because Applicant's arguments are directed to claims that are not entered. 

Applicant argues that Hockertz is directed to the administration of DSM 6601 to mice to 
enhance the immune response against fungal or bacterial infections. While, this is true, the same 
one step method of administering DSM 6601 would prevent fungi-mediated diarrhea. Thus, this 
reference, although silent about the mechanism of prevention of fungi-mediated diarrhea would 
inherently prevent such an infection since the mode of administration of DSM 6601 is the same. 
In like manner, Lodinova-Zadnikova et ai anticipates the claimed method. 

With regard to DE 196 37 936, the document clearly teaches that the animal has an 
intestinal Candida infection and should be treated with NISSLE 1917 in addition to nystatin. 
Thus, this document teaches the administration of NISSLE 1917 (DSM 6601) to treat an 
intestinal fungal infection. Please note that applicant's claimed method is open to the 
administration of other drugs such as nystatin as taught in the prior art document. 

"To invalidate a patent by anticipation, a prior art reference normally needs to disclose 
each and every limitation of the claim. See Standard Havens Prods., Inc. v. Gencor Indus., Inc., 
953 F.2d 1360, 1369, 21 USPQ2d 1321, 1328 (Fed. Cir. 1991). How ever, a prior art reference 
may anticipate when the claim limitation or limitations not expressly found in that reference are 
nonetheless inherent in it. See id.; Verdegaal Bros., Inc. v. Union Oil Co. of Cal., 814 F.2d 628, 
630, 2 USPQ2d 1 05 1, 1 053 (Fed. Cir. 1 987). Under the principles of inherency, if the prior art 
necessarily functions in accordance with, or includes, the claimed limitations, it anticipates. See 
In re King, 801 F.2d 1324, 1326, 231 USPQ 136, 138 (Fed. Cir. 1986). Inherency is not 
necessarily coterminous with the knowledge of those of ordinary skill in the art. See Titanium 
Metals, 778 F.2d at 780. Artisans of ordinary skill may not recognize the inherent characteristics 
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or functioning of the prior art. See id. at 782. However, the discovery of a previously 
unappreciated property of a prior art composition, or of a scientific explanation for the prior art's 
functioning, does not render the old composition patentably new to the discoverer. See id. at 
782 ("Congress has not seen fit to permit the patenting of an old [composition], known to others . 
. . , by one who has discovered its . . . useful properties. "); Verdegaal Bros., 814 F.2d at 633. 

This court's decision in Titanium Metals illustrates these principles. See Titanium 
Metals, 778 F.2d at 775. In Titanium Metals, the patent applicants sought a patent for a titanium 
alloy containing various ranges of nickel, molybdenum, iron, and titanium. The claims also 
required that the alloy be "characterized by good corrosion resistance in hot brine 
environments." Titanium Metals, 778 F.2d at 776. A prior art reference disclosed a titanium 
alloy falling within the claimed ranges, but did not disclose any corrosion-resistant properties. 
This court affirmed a decision of the PTO Board of Appeals finding the claimed invention 
unpatentable as anticipated. This court concluded that the claimed alloy was not novel, noting 
that "it is immaterial, on the issue of their novelty, what inherent properties the alloys have or 
whether these applicants discovered certain inherent properties." Id. at 782. This same reasoning 
holds true when it is not a property, but an ingredient, which is inherently contained in the prior 
art. The public remains free to make, use, or sell prior art compositions or processes, regardless 
of whether or not they understand their complete makeup or the underlying scientific principles 
which allow them to operate. The doctrine of anticipation by inherency, among other doctrines, 
enforces that basic principle." See Atlas Powder Co. v. IRECO Inc. 51 USPQ2d 1943 (Fed. Cir. 
1999). 

With respect to the arguments regarding inherency it is noted that the administration of 
strain DSM 6601 in the manner claimed necessarily results at least in the prevention of infection 
by fungi. The claims are directed to the administration of the same strain of E. coli in the same 
manner to the same subject, i.e., to a mammal, as in the references. Therefore, the claims are 
anticipated under 35 U.S.C § 102(b) by Hockertz [AT] or Lodinova-Zadnikova et al. [AR] or 
under 35 U.S.C. 102 (a) by DE 196 37 936 [AL]. by the reference, and applicant has not shown 
otherwise. 
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Thus, a reference may be anticipatory if it discloses every limitation of the claimed 
invention either explicitly or inherently. A reference includes an inherent characteristic if that 
characteristic is the "natural result" flowing from the reference's explicitly explicated limitations. 
Continental Can Co. USA. Inc. v. Monsanto Co. . 948 F.2d 1 264, 1 269, 20 USPQ2d 1 746, 1 749 
(Fed. Cir. 1991). 

In the instant case, the protection flows from the administration of DSM 6601. Thus 
applicants are incorrect in arguing that the anticipatory rejection is improper. 

It is not relevant to the analysis of the claimed method that the reference makes no 
mention of (inhibiting, preventing etc.). Discovery of a new benefit for an old process does not 
render the old process patentable. In re Woodruff, 919 F. 2d 1575, 1578, 16 USPQ2d 1934, 
1 936 (Fed. Cir. 1 990). Merely because the reference did not have one of applicant's purposes in 
mind when the (drug was administered) does not alter the drug's physiological activity. In the 
context of an anticipation rejection, the Federal Circuit stated, "Where, as here, the result is a 
necessary consequence of what was deliberately intended, it is of no import that the article's 
authors did not appreciate the results." Mehl/Biophile IntT Corp. v. Milgraum, 192 F. 3d 1362, 
1366, 52 USPQ2d 1303, 1307 (Fed. Cir. 1999). 

See also Ex parte Novitski, 26 USPQ2d 1389 (Bd. Pat. App. & Inter. 1993) The board 
rejected a claim directed to a method for protecting a plant from plant pathogenic nematodes by 
inoculating the plant with a nematode inhibiting strain of P. cepacia. A US patent to Dart 
disclosed inoculation using P. cepacia bacteria for protecting the plant from fungal disease. Dart 
was silent with regard to nematode inhibition, but the Board concluded that nematode inhibition 
w as an inherent property of the bacteria, and therefore of the method as disclosed by Dart. 

Therefore the rejection is deemed proper and it is adhered to. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Irene Marx whose telephone number is (703) 308-2922. The examiner can 
normally be reached on Monday through Friday from 6:30 AM to 3:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Wityshyn, can be reached on (703) 308-4743. The appropriate fax phone 
number for the organization where this application or proceeding is assigned is before final (703) 
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872-9306 and after final (703) 872-9307. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to Customer Service whose telephone number is (703) 308-0198 or the 
receptionist whose telephone number is (703) 308-1235. U 




Irene Marx 
Primary Examiner 
Art Unit 1651 



